CEPTUOUKAT COOTBETCTBMA
Ha HPOAYKITHIO, BRKAKMCHHYIO B CAHHBIA nepedeHb HPOAYKIEM,
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P&é&%&%ﬁ?&’ W AHE cepriaukatime osEcTBO € OrPA e A
OTBETCTBEHHOCTBIO CCHEHPCRIH HEHTP JEKIAPHPOBAHHA H CEPTHOHEALIHH",
adpec opeantsaysi | 630007, Pocewsickas edepaiun, Hosocubupesan obracmy, 2 Hosoculbupcek,

ya. Komsyuucrwecsan, 9, 35, oguc 344, men /paxe +7 (383) 209-02-34, hap Uscds-nskorad

s

HHH 7743697546 , Adpec : 115054, 2 Mockeaya Barosas A:35. Tenedon 8(493)937-33-04

@gﬁ%%ggrmm Papaa M6 & Ko KI', Boehringer Ingeltheim Pharma GmbH&Co K ;. Birkendorfen Str.63, 38397
iberach a.d R, Baden-Wurttemberg, Germany, lepaiiun / Mepx Klad/Merck KGaA, Germary, Frankfurter Strasse 250,

4203 Darmstadt empana: Fepaarius
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exapcmseiioe cpedemao: 3pbumyxe, pacmsop 08 unchysun S aalven 20 an, paaronn {15, (KTTEC-2008) (OKILI2):

i doami) 21.20.10.211
PV Mo JICP-G02745/09 om 07.04.2009 (dama sawenoi 29, 05.2017) enrdano Mepx Kl aA. R
woa THBOA

cepus 267431 napmun 26411 yraxosox. 20den do 14052022, Koumpaxm A3 om 010420035,
wnaolic Mo 1300056139 om 29.05.2019 1002109100

COOTBETCTBYET TPEBOBAHMAM HOPMATHBHBIX AOKYMEHTOB
JCP-002745/09-070409 wav. Mo 1-3

-CEPTHOHKAT BBHIAAH HA OCHOBAHMH

npomoxon ucmmanui N 30S1K-05/19 om 27.06.2019 @IBY HMLRVAOCMIT Pociopusnaisopa (Kpacsospoxuii guanat),
ammecman axxpedumayun POCC RU 000121 PMET om 05.09.2014 2., npomoxon ucnmmanuti N 379519 am 24, 0R.2018
T 000 "Cuduporul yesmp Qexrapuposanul u cepnigiuxayu’ ammecman arxpedumayuu RARUZIDIS om
06.03.2015 2., npomoxon yenmmanuii Ap 157 om 29,06.2019 HAL PIEVH HHOX CO PAH, ammecmam arxpedumaui
POCC RUDOOL.510483 om 02.06.2015 2, 3axmonesue o COGMARMCMANI RPOUIEOOUMERN (UHOCMpANHIZ0 npou3sHeumens)
Rexapemsenibix Cpedema ORR MeSUNUILKO20 RPUMEHEHUR mpefosawunn [Ipasicn kaorexcauei HPOUSBODLMBEHHTTL RPARMIKH
Mo GMP-00362/17/DE om | 1.09.2017 2., cepmugbuxam axana /n am 22 03.2019 Mepx Ki'aA
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CepTucukar aHanusa

3.02371.0251 SPEUTYKC 5 MM, 20 MIT- (1) RUS

Cepust 267431
Mapametp Criewmdh MKaLMA BLITTYCHA PeaynbTaThi
Evonoriuackan akTueHocTs meTonom DiFi 80 ~ 128% ot craKzapTHore obpasug 92%

KOMUHECTREHHOS ONPefeneHne

CeRIbiBEOWEN aKTHBHOCTE yetykcumata 80 — 125% o cTaHpapTHoro obpasua S6%
no mevoay ELISA sEGFR

Uperora meTopom HE-GEC 2 95% 100%

OB Denck 4,5 - 5.5 mriman 5.0 mrian
SDS-PAGE peayUMpyiOlUme YCNoBWA 2 05% (CyMMa TARKEMNmIX W NEFKIX Uene) 100%
SDS-PAGE Hepenyunpyroilne yonoBus > B5% {ocHoBHaR NoNoeca) 7%
WokmoobmeHHan xpomaTorpadns Ha xpOMaTOIpEMME MCNSITYSMOTS PatTRORS AOTDEHE COOTBETCTBYST

MPUCYTCTBOBaTE OCHOBHER rpynna ko8 {nuk 1 - 8)
BPEMR YASPKMBAHWA KAKAOTC U3 KOTORBX MOXET
OTAMMATECH OT BPEMEHM YABIKNBAHKS
COOTBETCTBYIOWE O NMKa Us SCHOBHOW FRYIING NMKOB
Ha XPOMaTOTPaMMe DRCTEOPE STAHARPTHOMO ofpasa
C§-EU ueTykcmaba He Sonee yem Ha 2 0.5 Mu.

OTHOCUTENBHA R KOMWMECTBO PYNNbL KMCTATHRIX 17%
nukos (rviw 6 = 9) ne Bonee 34%

Ornmcarwe [Esp @)

LipaTHOCTE MHTEHOUBHOGTE OKPACKI NPENAPATA He AOMKHA < Y7 - coovBeTcrayer
APEBLILATE VHTEHCMBHOCTE OKPACcKA ITANTHS Y8

MpospadnocTs OnanecuUgHLMA DACTBOPE He AUIIKHE NPEBLILATE <= FTANOHHOR
aranod cycnedsvi i

MexaHudackue prniouanms (Eap O )

Bupameie Mpo3pasHeit PacTBOP, OTCYTCTBNE BAANMEX Mpospadrein,
BRIMOH@HA QTCYTCTRYHOT
BAAUMES BRITKISEHAR
- COOTBBTCTBYST

Hesuavmes (4acTi BO NakoHs) YacTulsl pasmepom € 10 MM He Sonee B000 Ha 44

DIAKOH,

GacTHUE pasmepom < 25 miv. ve Gones 800 Ha 7

dI1AKOH
Vasnekasmebt obwem »= 20 wan 21 wn
pH 53-57 58
OoMoNanBHOCTE 280 - 350 mOomlir 312 mOomber
Bakrepranstbie SHAOTORCHHL < (1,25 EQ/mr < 0,01 EQIvr
CTeprneHOSTE [lormkes coOTBETOTBOBATS Eap. &, /wfz;ae‘rr;mye? g

e Sk

Mepk K"ah, ®pankdyprep wipacce 250, 64293 DapmwTanT (Fepmanng); +49 6181 720
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[lata npowasoacTea 15.05.2018
CpoK FoAHOSTA 14.08.2022

HacTosluam NORTBEPNMAA, 4TO AanHas cepwst Beina NpoaHanuiMposata B SCOTBETCTBAM C
YAOCTOBEPEHUEM M eBpONEICAVM PEKOMEHAALMEMU 110 wagnenauen APOMIBOACTBEHNOY NpaKTuke 4

cpeacTs

Noxrop Tudan

[IaHHLI JOKYMEHT CreHepupoBan SNEKTPOHHON CHCTEMON W 3aBepeH INSKTPOHHON NOANKCBID.

Mepx KMah, DparkdypTep wrpacce 28
PHAR / V. flava: 25 032018

0, 64293 fapmwrany (Pepmarun); +45 8151 720

PETUCTPELIMOHHEIMK
7 NEKEpCTBEHHLIX
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